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NIH Comments on Draft Specifications for a National Heart Disease,
Cancer, and Stroke Program

In our telephone conversation this morning, during which I transmitted
in rough® fashion the NIH comments on the draft prepared by Dr. Dempsey,
I promised to send you our suggested revision of this draft. The
sttached revision indicates, through the use of underlining end brackets,
+he changes made in the original draft. Since the time Ior review has
been so short, these revisions still represent a limited effort to come
to grips with the meny complexities of this proposed program.

T would also like “o reiterate some of our general concerns which I
expressed this morning. We feel that there needs to be some additional
clarification of the perimeters of the program in terms of the limits of
authority beir: sought. The relationshiip of the services provided in the
diagnostic and treatment stations to the normal medical services in the
community is uncertain in the draft and provides a source of Ifuture
controversy if the definitions are not sharpened. The draft does mention
in several places the intention thet the financing of patient care would
be done through present mechanisms except where clearly related to clinical
research. The general language of the proposal ought to be made more
consistent with this indication of the limits of the functions of the
diagnostic and treatment statlons to be financed by Federal funds.

We are also unclear sbout the relationship of this program to the present
categorical programs supported by NIH and to the councils which review
those programs. Should the categorical research centers ©o be established
as part of the network be subject to review by the appropriate categorical
advisory council? The report of the President's Commission seems to
indicate that the categorical councils would be involved in the review

of applications involving the establishment of such centers.

Since the proposal involves the financing of a network which includes a
medicel school, there needs to be some specific expression in thls pro-
posal of the intention of financing only those medical school expenses
which are necessary for the establishment and maintenence of the network.
This statement should meke clear that general support of the medical school
and development of additionel medical centers of high quality would be
provided through other mechanisms.



izted on pages 4 an d 5 of the

The specifications for anv
i concerned primerily with

proposal, are quite dete.
the actual establismment a network. A rumber of the
items listed for inclusion would seenm to us to . be the
logicel product ol the initig sraing gra: For this reason we
believe that it would be le provide a different set of
specificatic: for an initiel plazning grant application. A major

grant mi’ nrovide financing to the
gman+ e Tor the iniviation eand CC she exbenasive planning
cetivities wnich would be inherent in Tie development of the complex
applicetions for support of the networi.

We hope that we will have the opportunity to comment on subsequent
drafts of specificeations for this progrei &8 well as the draft pill
sroduced by the Office of tre Genersl Counsel. Since the deadlines’
are so tight, we will Be glad +to come down to the Office of the
Surgeon General to look over the propcsals 1f time does not permit
vou to send us @ CORY.

Attachment



. REVISED NIH-OD-OPP
DRAFT 12/31/6h

(ATTONAL HEART DISZASE, CANCER, AND STROKE PROGRAM

Purpose
bl il

IR

The program shall have &as its purpose the development of networks of

research, service, and training programs in the fields of neart d;sease,
cancer, and stroke, SO &s to increase the access to high quality health
services for the dia

srosis and treatment of these diseases, to enhance the

o)

potential for meclcal research and Lo eniarge the nation's capacity for

education and training in the health professions.

Y

This purpcse shu be pursued through & g7 rent program to university

medical centers or other public or private nonprofit agencies

them in planning, establishing, and melnvaining /Bberating7 regional
networks 0O /voo céinated and/ cooperating ins titutions for the conduct of

- -

clinical research, training, and for sroroving and extending facili ties and

services aveilable for the di nosis and treatment of persons with heart

1. A Fetwork (medical complex) shell comprise & medical center,

cetegorical research center(s), and diagnostic and treatment
stations for cancer, heart disease, znd stroke, related through
specified functional arrengements Ior interaction between each
of the elements with respect 1O clinical research, training, and
the provision oI sgervices for diagnosis and treatment within a

geograpiical ares, =nd conforming with zppropriate arez, State,

or regicnal healtn planning.



2

A Medical Center shall consist of a medical school and one Or more

teaching hospitals affiliated Tor tcacq_“b, research, and denonstration

PUrPOSES . [}n an administrative and functional relationship 7

A Categorical Research Certer shall refer to an institution or part

thereof encompzssing a /of7 program specifically designed for research,

/and/ training, end demonstraticn relers ble to heart disease, cancer,

or stroke.

shell refer o & unified aggregation

of [Focal point for] highly technical equipment and personnel located

in nonprofit or public hospitals or other health facilities that are

components of the medical complex (specified in 1 agbove) and having

the capability of providing Zﬁkill foz? highly sophisticated facilities

snd services for the diagnosis and treatment of heart disease, cancer,

or stroke. Tre activities of these stations shall be limited to those

spzcialized technical services and consultation which support and

sugment local capability.

L Region shell refer to a State, parts of a State, more than one State,

or parts of more than one State (such as a metropolitan area) comprising

a coheslve geographical area for the mzintenance of a network.

Iegislative Specifications

1. Authorize a 5-year program OF roiect srants to university medical
Py <o o

centers or other public or private nonprofit agencies to assist then in
)

planning, establishing, and maintaining /o atingf regional networks of

coordinated and cooperating institutions for enlarging and irproving activities




concerned with research, tralnl , and treatment In heart
disease, cancer, or stroke.

5. Authorize funds to cover all necessary additional cost

s Tor
planning, constructing, removatin ecuipping, staffing, and administering

the network. It will not cover patient care costs other ©

an those incurred
in association witn clinical research training an d demonstratlion scetivities.

3. These grents shall have two coxponents, a8 follows:
a. Ini

ial grant (up to 2 years duratlon) to support the

development of the plan for the network.

4L subsecuent grant for the
[oper

(1) construction and

estaplishment and maintenance

tlodf of a network waich mey include funds fo

rerovetion of facilities, professional
snd technical personnel, DUrCL&S

es of supplies and equipment

and trhose /CLCEDVAOQ L7 expenditures for patient care rels®

research and demon aTlo

4 zebivities and administrative costs,

end (2) general supporv IOT clinical research in the cate-
gorical areas of - vt disezse, cancer, and stroke

4, Any application for a grent for the establishment and maintensn

of a network must provide

Tor documentation of the:

a. Geogrephrical areas an nd popu

1ation of the region to be served

oy the network (medical cenver complex);
Nemes and locations of the cooperating institutions or

orgenizations in wahich /Eﬁchf categorical research Genters

or diagnostic and treatment stations will be located;



I
Relationship of the proposed network and ite constituents
to regional, State, or local planning for health services;
Description of existing and planned relationships between
the medical complex and 1ts constituent units with other
commnity health resources, including private practitioners;
Description of programs of research, Z§h§7 training, and

Gemonstration to be undertaken within and by the various

units of the medical complex;

Statement of methods to be followed, including continuing
education, to maintain and improve the quallty of patient
care within the network end the area oOr reglion in which

it is situated;

Description of an operatioral plan for the time~phased
implementation of the medical center complex and &ssurances

for its continued function subject to the availability of

continued Federal funds;

Description of criteria for admission to and discharge
of patients from each of the constituent units in the
network;

Description of the mechanisms 1O be undertaken to insure
that grant funds will not be substituted for third party,

vendor, or indicidual petient payments for services not

. ‘
associated with research, teaching, and demonstration activities.




[Fealth/ ’

5. Provide for & [that the/ National Advisory/Council to guide the
formulation of policy, review applications, and recommend action to the
Surgeon Genersal.

6. Provide for an evaeluation of the progranm at the end of five
Zﬁhr@g7 years with recommendation to Congress for extension or modification

of the leglislation.

7. Authorize appropriations as follows:

lst year $75 millicn
2nd year 100 miliion
3rd year 200 million
Lth year 400 million

5th yeaxr LOO million



